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Agenda 

• What is NeuroNEXT? 

 

• The NeuroNEXT Central IRB story -     

From the eyes of the cIRB  

 

• The NeuroNEXT Central IRB story - 

Perspectives from NINDS 



NeuroNEXT: Network for Excellence in 

Neuroscience Clinical Trials 

• Goals 
• Test promising therapeutics in Phase 2 Clinical Trials 

• Accelerate drug development through an established 

clinical trials infrastructure 

• Decrease the time/cost between trial design and trial 

completion 

• Using a central IRB, and standing master trial agreements 

• Coordinate public/private sector efforts 

• Initial funding: September 2011 

• From an Investigators Perspective 

 

http://www.youtube.com/watch?v=yj-oQ0Y2rWY




NeuroNEXT CIRB 

Experience 

The NINDS Perspective  



Life is grand! 

We have a cIRB, lets dance our 

way through NIH…. 



cIRB – Implementation Thoughts  

• Reliance Agreements can be executed across wide 
range of Institutions 
– with pro-active Coordinating Center and cIRB 

– Range: 1 day to  27 days  

– Mean: 11 calendar days    Median: 20 days 

 

• Institutions with multiple IRBs- need clearer 
guidance for  umbrella arrangements to minimize 
multiple agreements 

 

• Grants Management systems – ties award to 
Institutional FWA   
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cIRB – Does it Save Time?  

Too early to tell…but looking at timeline from initial protocol : 

• Submitted to cIRB for “readiness”: June 4 

• “Readiness” approved: June 26  

• To sites: by June 28 

• Due from sites: July 12 

• Submitted to cIRB for full review: July 13 

• cIRB reviewed: July 18  

• cIRB approval (with restriction): August 21 

• cIRB approval  (restrictions removed): September 7 

 

Each sites local consent  to be submitted to cIRB;  each site 

approval as separate amendment  

 



cIRB – Timeline for First Protocol 

CURRENT STEP:  Each sites local consent to be submitted to cIRB;  

each site approval as separate amendment  

 



NeuroNEXT – NINDS Contacts 

• Elizabeth McNeil   

 NeuroNEXT Scientific Program Director  

 mcneilde@ninds.nih.gov 

• Louise Ritz 
 NeuroNEXT IRB Liaison 

 lritz@ninds.nih.gov 

 

One stop shopping: 

www.ninds.nih.gov/NeuroNEXT or  

www.neuronext.org 
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